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4^ Rj^rtrO, 29 2001 

m.'SCT.'ft. 40 ( 3 T». —asftofa ark mrm rtw!' km, 1945 44 3fr mk % Irw, 4 ?ftm krnrf 44 m, affafa 
mrftarfakm, 1940 (19404423) 4kmi2 sfh«tro33 4 itw%wr*, 3 TOT*mr m ii, rts- 3 , 
3m (l), TTTfhg 18 4JRt 2000 3 ’JM 2 #7 3 '97 41RT RT44T % Tm&l afk 4ff4TC 44=444 44im (T4R«4 ftWT) 4k 

74,44 fa. 619 (3T) mhs 13 4pri 2000 fa ^Ttf^=r 444^1(1 ffa4i mr 4ifarcfa BRRffarfa if, 4H4Eh4=k Raz-wI 

744 3farq44T ^4rT WT5f 4k 3Tf%^T '»T=7?rr fat WT5*T *fRf t, 45 ffa[ 4k aifafa % 3147714 fa ^ aifafa fafa I^n4 fafa 

m p> ffalfa /STlfa 3T»lrffaT fafa 4ft 7741441 fa I 

fatT rfstfl 7WT4 4ft 3fft"4T TTTfnsr 19-7 _ 2000 4ft 'Ji’idl 4ft 34(n°*1 4KI fa 4^ fa; 

fak 444 w kmf r 3smT fa uirt arrfafa fak ijpfa 4i fafafa trw ft fam 44 ffa4T t; 

■344: 014, fafafa TRW, 444 OlffaWT 4ft 4RT 12 fafa 4K1 33 ’SRT 3(44 fafalfa 44 3rqkT 44/ft fafaffa fl^fafa) 
R74TP W fafa fa qTR'vf 44ft 41 ISNI^fafaffa fak 3(7444 THofa fwi, 1945 44 far fafat44 44ft % ffai; fanfalfcld fm 44lfa 

fa aifax '■ — 

i u) 44 44 faffa^r m fafak fak iiiim mfa (feik#«R) fm, 2001 % 1 

(2) fa 1 4 j 4 ,2001 fat ? 4 m fafft 1 
2. fafarfk fak 3Rrm mfa fftm, 1945 4ft oi^-fa "Rfa,— 

(1) MFT 12 74 fa',— 

" 1 . 744 4 >/ 4 a 4 i 1 ' fafad % gr*fH— 
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w yn % m-nys” % ajtfft yrtf (3 ) ^ %t-sift qq wi qrrqqT, 

ajiqftf ; — 

(73) n tt^FiWwqfiOT'’^7fH^%3T#T, (3) ^RT?" '5rRFSr=T” sftT 33833% 3*1FT 

4^jh afft iff tiyfltt fit qiqJJt tiiMrsI" ^ 'iftr 33833 Wifil; 

(tt) “<S 3jffiFfi3l” tjq #4^3% ajfiH #5 (2) fi “ttfFniihJ fif 733TF .'■tftJH " fifi; 33813 ^ 3«IFT U3 
33ljfi3T b^FT #3 ■q^FTCll'T fit'ttPttJT bfifiufit” W fifa 33533 ifif wt^t; 

(tt) Ffittl” ^q % 3Wto, 3TS (7) fi "ttfFmttt fit 31W fRtjft" TF^f -affi 3J8T3 % r*tft qq 
' ‘ fit Trfibtt bfifsH afk ttfulfifij fit qF3333 fifitsilfit" 7T®3 #3 33833 3lt WCpt; 

(il) ' fill 3331 fifii SKI fi’jfi 333T fi 3331 3qfi33ttFT M fit4*F% aqfifa'fi’S) qfitflnt ^ffittlfi” 

<3qfit4*f> % 3T»TR '' qftwltt fit W 3rftT3FT" ?T<f fitt 33833 fit W FT 1 ' tt^FlfiFl qft '3R%31 lifiGH fil3 
RTTtT?iw fit ^fr?! fifirarfit'' afk ^reen: qqrfit i 

(II) ttFT 12 ttfi, “l. W37Rpff% faffittfa %%T7, srtsnfi” fitfiqtfittsrfiH — 

(qfi 33. t1T^TT^3T4^’ , ^?{W^%3T#T^2% 3TO (li) fi, “R(333lfifiT fit” 33^ fik 33833 fit T*IFT 
q3 fit -fK^'fi fifa ^™fififiist” yr®; fifi ~nm xm nmfit; 

C^r) "3TT. OTP»R%iFIT T: W^T^T fittF”! fitj fiST3V’^ fitful ^aqfitttJ^S' (qt) fi Tjfi'F (2) sfE^'TOfs 
(3) fi, “ ^fKl^CT^tinT^T” TT^f fitj 3T8Rfir?«?ff RT^rf-'-STST' A 3trit f, ‘'Tpfnfflt'Tfit 33k q^TryiteifiT 
'RFT33T xrfiNTfit” 7F®t -^fHc 33813 33^ "3Tttfit; 

(u) ffistRqr ftf%*Tcn q%qT” fitfiqr % 3 p#t '‘ Rft?nffr«r fit qfwt" ypfif fik 3T8r3 % r*ifi qq 
‘' ■^V'SII 3fE q^-riyiW R3t iqproi TT^I^I" «flR 33^R Wt qiTtp); 

(fr) “w. w■OTrcf qq-qRtOT"'sq#4^% 3nltT "q^rn’?fi«i w( hItt-ti^'’ Tpstf afk snsrff % wrqr 

‘ ‘ q^a^«i -44 33 t%h viil'SH a4h: # ^ttoi ” tw; 33k a3w T3t wt^; 

(-s) “?r. -^1 wtftt” ^ u q^<i!ifi) y 3 ^4 atcW' ?r^f gfk aro % wi qr "q^tr^*! ^4 i3t*frt 

0>J3H afE q^iflvi) gT3fr-qFR33 44]qi^ " ^ 3^ 33Wiq& ^TI^; 

[RT. TJW nO14/V20OO-^"T J 3T^T^5'TftT3T3n3;] 

qlqqi ijqn> Tr^qq ypyq 

xrryfttqTJT:—Tj@qfrqq 33ft3 ^hi u xrq3-28-io/45--T^ (1), fcr^t^r 21 -12-1945 ^Trwq^qqqlrol^qq sflr^i 
-jtRrr qn fn.mfq. 6(3 t), fipTiq? 4-1-2001 33#*ft fqi’qiqqr qri 1-5-1979 irqi w wfiftrfr uftqfq tpq 

qqqtn wnft ftqq, 1945 , wf®? t 4 qftqrq ^'>-qp j i qqRrq (wq fwi) % aftqftT Fq ■srai«iq wnA 

33f«rfwr, 1940 (qls1'4)i(-9!3Tf-61) ^ M WH ^ 3Tqf^ t I 


MINISTRY OF HEALTH AND FAMIJ.Y WELFARE 
(Department of Health) 

NOTIFICATION 

Nev>’ Dellu, the 29lh Tanuary, 2001 

G.S.R. 40(E). —Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was 
published as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) at page 2 and 3 in the 
Ga/.ctte of India, Extraordinary Part II, Section 3, Sub section ( 1 ), dated the 18th July, 2000 under the notification of the 
Government of India in the Ministry of Health and Family Welfare (Department of Health), No G.S R 619(E) dated the 
18th July, 2000 inviting objections and suggestions from all persons likely to be affected thereby before the expiry of a 
period of forty-five days from the date on which the copies of the Official Gazette containing the said notification were 
made available to the public, 
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And whereas copies of the said Gazette were made available to the public on 19-7-2000. 

And whereas objections and suggestions received from the public on the said draft rules have been considered 
by the Central Government; 

Now, therefore, in exercise of the powers conferred by Sections 12 and 33 of the said Act, the Central Government 
after consultation with Drugs Technical Advisory Board, hereby makes the following rules further to amend the Drugs 
and Cosmetics Rules, 1945, namely:— 

1 (1) These rules may be called the Drugs and Cosmetics (Second Amendment) Rules, 2001. 

(2) They shall come into force on the 1st June, 2001. 

2. in the Drugs and Cosmetics Rules, 1945, in Schedule F,- 
(1) In Part XIIB,- 

(l) under the heading “I BLOOD BANKS/BLOOD COMPONENTS”,— 

(a) under sub-heading “H. CRITERIA FOR BLOOD DONATION”, in condition (3), for the item f, 
the following shall be substituted, namely.— 

“f. Hepatitis infection”; 

(b) under sub-heading “K. TESTING OF WHOLE BLOOD ”, in clause (3), for the words and letter 
“Hepatitis B surface antigen”, the words and letters “Hepatitis B surface antigen and Hepatitis C 
Virus antibody” shall be substituted; 

(c) under sub-heading “L. RECORDS”, clause (2), for the words and letter “Hepatitis B surface 
antigen”, the words and letters “Hepatitis B surface antigen and Hepatitis C Virus antibody” 
shall be substituted, 

(d) under sub-heading "M LABELS”, in clause (7), for the words and letter “Hepatitis B surface 
antigen”, the words and letters “Hepatitis B surface antigen and Hepatitis C Virus antibody” shall 
be substituted; 

(it) under the heading “III. PROCESSING OF BLOOD COMPONENTS FROM WHOLE BLOOD BY A 
BLOOD BANK”, under sub-heading “D. TESTING FACILITIES”, for the words and letter “Hepatitis 
B surface antigen”, the words and letters “Hepatitis B surface antigen and Hepatitis C Virus antibody” 
shall be substituted; 

(II) in Part XII C, under the heading “I. REQUIREMENTS FOR MANUFACTURE OF BLOOD 
PRODUCTS”,— 

(a) under sub-heading “A. GENERAL REQUIREMENTS”, in clause 2, in sub-clause (ii), for the word 
and letter “Hepatitis B”, the words and letters “Hepatitis B surface antigen and Hepatitis C Virus 
antibody” shall be substituted; 

(b) under sub-heading “B. COLLECTION AND STORAGE OF PLASMA FOR FRACTIONATION”, in 
clause (a), of sub-clause (2) and in sub-clause (3), for the letters “HBsAg”, where they occur, the words 
and letters “Hepatitis B and Hepatitis C Virus antibody” shall be substituted; 

(c) under sub-heading “E, VIRAL INACTIVATION PROCESS”, for the words and letter “Hepatitis B 
surface antigens”, the words and letters “Hepatitis B surface antigens and Hepatitis C Virus antibody” 
shall be substituted; 

(d) under sub-heading “G. TESTING OF BLOOD PRODUCTS", for the words and letter “Hepatitis B 
surface antigen”, the words and letters “Hepatitis B surface antigen and Hepatitis C Virus antibody” 
shall be substituted; 

(e) under sub-heading “I. LABELLING”, for the words and letter “Hepatitis B surface antigen”, the words 
and letters “Hepatitis B surface antigen and Hepatitis C Virus antibody” shall be substituted; 

[N. X-1I014/1/2000-DMS & PFAJ 
DEEPAK GUPTA, Jt. Secy. 

Foot Note The Principal Rules were published in the Official Gazette vide notification No. F.28-10/45-H(l) dated 
21-12-1945 and last amended vide GSR. 6(E) dated 4-1-2001. The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the publication of the Ministry of Health and Family Welfare 
(Department of Health) containing the Drugs and Cosmetics Act, 1940 (PDGHS-61). 
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